Dear Editor,
Below is a list of our responses made to each of the numbered issues Dr Holmes listed in his letter to the editor.
1. We have reviewed Dr Holmes's article and spoken with the manufacturer. We did not find the same criteria he lists in his letter. Per Dr Holmes's referenced article he states that the Mini TightRope is indicated for hallux valgus deformities with an intermetatarsal (IM) angle of 15 degrees or less or any magnitude with an incongruent joint. All of our patients fit into this category. Also, none of our patients would have been excluded by the contraindications Dr Holmes listed in his article.
As for the manufacturer's recommendations, we reviewed the surgical technique provided by to us by Arthrex, and the surgical technique does not list the criteria that Dr Holmes listed in his letter. The surgical technique does not list any specific recommendations in regards to hallux valgus, IM, or DMA angles.
The senior surgeon based our inclusion criteria on what he felt were reasonable indications to use the TightRope device and based on conversations with his peers that are also performing this procedure. With most new implants many studies are needed in order to determine the best use of a device. We published our study to help expand our knowledge of the appropriate uses and potential limitations of the Mini TightRope device using a 2.7-mm drill bit. It was not our goal to replicate a prior study or technique paper. It was our goal to publish on our results using criteria that we believe represents the typical bunion patient undergoing more proximal procedures. The original recommendations, Dr Holmes cites, were based on a technique paper whose inclusion criteria may have been set arbitrarily by the author/manufacturer and has not undergone rigorous scientific in vivo testing; therefore, in our opinion, our inclusion criteria are as appropriate as the ones listed in Dr Holmes's article and by the manufacturer. 2. Dr Holmes is making an assumption of our patient population based on their age. The senior surgeon evaluated every x-ray and saw no indication of osteoporosis or osteopenia based on the radiographs of the patients he indicated for the procedure. In the surgical technique provided to us by the manufacturer no age criteria were listed. According to Dr Holmes, the manufacturer recommended caution but did not say it was contraindicated, nor did the manufacturer recommend obtaining bone density studies on patients over the age of 60 prior to performing this procedure. We believe most foot and ankle surgeons would believe it is reasonable to examine the bone quality of the patient based on the patient's weight bearing radiographs. 3. We agree that this is a confounding variable but we included these patients so that it was an accurate representation of consecutive patients who underwent the procedure. Many bunion patients also have deformities of their lesser toes that are addressed at the time of the bunion surgery. In cases of distal osteotomies of the second metatarsal the senior author would place the implant at a more proximal location on the shaft of the second metatarsal to mitigate the effects of the distal metatarsal osteotomy. 4. The method used for measuring hallux valgus angles was to draw a line down the anatomical axis of the first metatarsal and the proximal phalanx and the angle obtained at the intersection of these two lines was the hallux valgus angle. The method used to measure the IM angle was by drawing a line down the axis of the first and second metatarsals and measuring the angle where the lines intersect proximally in the foot. All of the preoperative radiographs in this study were performed weight bearing. All measurements were made off of weight bearing radiographs. 5. As stated previously, the senior author used his experience and clinical judgment to determine appropriate candidates for the procedure. We did not find any specific recommendations from the manufacturer. Also, the manufacture's recommendations may have been arbitrarily determined and are not based on in vivo studies; therefore, we believe it is reasonable for the clinician to determine which patients are appropriate candidates for the procedure. 6. Please see the response to question 1 and 5. 7. The main purpose of this paper was to communicate to the readers of the journal our incidence of second metatarsal fractures; we did not believe that publishing this information on each individual patient would allow readers or the authors to draw any significant scientific conclusions from the data. The DMAA was not included since a high DMAA is associated with juvenile hallux valgus. The senior author does not use this technique to treat juvenile hallux valgus. None of the patients in the study were diagnosed with juvenile hallux valgus. The senior author does not use the metatarsal-cuneiform angle (MCA) as a tool to determine if a more proximal Response procedure is indicated for the correction of the bunion. The determination is made based on clinical examination of first tarso-metatarsal instability (TMT), intermetatarsal angle greater than 20 degrees, radiographic evidence of first TMT instability, such as joint incongruity, or arthritic changes of the first TMT joint. 8. There are many described techniques for performing a distal soft tissue procedure. We believe that there will not be a consensus among the readers of this journal on the exact surgical technique of the distal soft tissue release.
The article incorrectly stated the senior author's technique. The senior author used 5 half-hitches to secure the TightRope device in every patient. In the surgical technique provided to us by Arthrex, they recommend tying 3 half-hitches to secure the TightRope. In our study implant failure at the site of the suture knot was not a complication we observed in our patients. The one implant failure we recorded was due to the implant losing fixation at the second metatarsal. 9. Even though the technique changed in 2009, we believe it is important to publish on the complications associated with the original technique. This paper serves as a basis for an approximation of the incidence of second metatarsal stress fractures using a 2.7-mm drill bit. In the future, other authors will publish their results on the modified technique and this paper will serves a comparison tool to show if the risk of second metatarsal stress fracture has been mitigated by the change in the technique. The manufacturer has told us that the 2.7-mm technique is still being used.
Per the disclosures listed on AAOS.org, Dr Holmes is a paid consultant, receives royalties, and serves on the Speaker's Bureau for Arthrex, Inc. The readers of his letter to the editor should be made fully aware of his disclosures. He should also disclose if he receives royalties or has been paid to endorse the use of this specific implant for the treatment of hallux valgus.
This concludes our response to his letter.
Sincerely, Justin M. Weatherall, MD Cary Chapman, MD Steven Shapiro, MD
